


CUMULATIVE
z; SUPPLEMENT a
. g AUGâ€˜88 - NOVâ€˜88
APPROVED PRESCRIPTION
DRUG PRODUCTS
4"â€˜ EDITION
m
.73
â€˜.3
:1â€˜
â€˜l
.7
'3
U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES PUBLIC HEALTH SERVICE 7H
FOOD AND DRUG ADMINISTRATION
NATIONAL CENTER FOR DRUGS AND BIOLOGICS
mi
~v<
Azmwmud
Acwmvud Lâ€˜
"5\u'~1'.j\Â§i ma
.E



NO TEXT ON PAGE
This page does not contain any text recoverable by the OCR engine. 



FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRiFTION DRUG PRODUCTS
ITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CUMULATIVE SUPPLEMENT
I. PREFACE
This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
ith Edition, (the List) to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature are identified by the term "list". The cumulative supplements
routinely provide updates to two of these lists: The Drug Product List and
the DESI Addendum.
The List cannot be used effectively without the current cumulative
supplement. Users may wish to place an asterisk (*) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.
A. DRUG PRODUCT LIST
The Drug Product List cumulative supplements include the changes made
since August l, l983. Each subsequent cumulative supplement replaces the
previous month's cumulative supplement.
Information in this cumulative supplement follows the format of the Drug
Product List. The presence of any therapeutic equivalence code indicates
that the drug product is multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single source.
(An infrequent exception exists when a therapeutic equivalence code is
revised. In that case the deletion of the therapeutic equivalence code is
followed immediately by the addition of the revised one.)
Context information on drug products is provided in each cumulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. (Strength(s) which already exist in
the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is located to the right of
the ingredient(s).
Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol zimg_> to the left of the line on which new
information exists. The >o&m_>symbol is dropped in subsequent cumulative
supplements for that item.



Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current cumulative
supplement are indicated by the symbol HJMJ_> (DELETE) to the left of the
line containing the overstruck print. The >Drf> symbol is dropped in
subsequent cumulative supplements for that item.
A newly approved product is identified by the lozenge (I) to the right of
its strength. This identifier remains throughout all cumulative
supplements for this edition.
ADDENDUM: DESI Pending List
Information in this cumulative supplement follows the format of the
Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.
II. SPECIAL NOTES
REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
includes counts of new molecular entities approved by the agency during
the current month.
PRODUCTS CONTAINING PHENACETIN
The October 5, l983, Federal Register (48FR45466) provides the following
Summary: "The Food and'drug Administration (FDA) is withdrawing approval
of new drug applications or parts of new drug applications that provide
for drug products containing phenacetin, except for those drug products
that are the subject of a hearing request. The basis of the withdrawal is
phenacetin's high potential for misuse and its unfavorable benefit-to-risk
ratio when incorporated in analgesic combinations which are then subject
to excessive chronic use." The effective date of this withdrawal order is
November 4, l983.
Because the subject products are no longer approved, the cumulative '
supplement will identify them by deleting the applicable active ingredient
headers followed by a reference to this Special Note.
ii



III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
DESCRIPTION OF REPORT
The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July '83. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity.
USE OF REPORT
From the data presented under Section 8., users should be able to observe such things as (l) newly approved,
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed
from the List as the result of withdrawal of approval, changes from prescription to over-theâ€”counter status and
discontinued marketing of products; and, (3) trends in approval of products as either multisource or single
source during each month within the quarter. The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.
Drug Product Definition
For this report, a drug product is the representation in the Drug Product List of an active moiety (includes
molecular entity and its salts, esters and derivatives) either as a single entity or as a combination
product, provided in a specific dosage form and strength for a given route of administration marketed by a
firm under a particular generic or trade name.
New Molecular Entity
The active moiety has not previously been approved (either as the parent compound or as a salt, ester or
derivative of the parent compound) in the United States for use in a drug product either as a single
ingredient or part of a combination.
Drug Product Count
This report provides counts in several categories from the list composed of domestically marketed drug
products approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug,
and Cosmetic Act. Counts of products still pending in the DESI review are not provided. Excluded also are
those approved drug products marketed by distributors; those marketed solely abroad; and products now
regarded as medical devices, biologics or foods. Also not included in the counts are those duplicate
products of a given applicant whose only distinguishing characteristics are items such as package size,
inactive ingredient(s), color and alternate manufacturing sites. These various counts are excluded because
the Drug Product List itself excludes products from these categories.



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
A. COUNTS CUMULATIVE BY OUARTERS
CATEGORIES COUNTED JULY '83 (BASELINE) OCT '83
DRUG PRODUCTS LISTED 6679 6783
SINGLE SOURCE 1908 (28.6%) 1915 (28.2%)
MuLTlsounceâ€˜l) 4771 <71.41) 4868 (7|.8Z)
THERAPEUTICALLY EQUIVALENT 3804 (57.0%) 389| (57.4%)
NOT THERAPEUTICALLY EQUIVALENT 957 <14.3$) 967 (14.3%)
EXCEPTIONS(2) IO ( o.I%> IO ( o.I%)
NEW MOLECULAR ENTITIES APPROVED - 2
NUMBER OF APPLICANTS 304 3Io
B. ACTIVITY FOR SUPPLEMENT NUMBER 3
NOV '83 CUMULATIVE
DRUG PRODUCTS ADDED: 43 43
NEWLY APPROVED 43 43
OESI EFFECTIVE o o
REMARKETED o o
DRUG PRODUCTS REMOVED: 36 36
WITHDRAWN APPROVAL 27 27
RX TO OTC SWITCH o o
DISCONTINUED MARKETING 9 9
NET GAIN IN DRUG PRODUCTS 7 7
SINGLE SOURCE PRODUCTS APPROVED 10 IO
MULTISOURCE DRUG PRODUCTS APPROVED 33 33
NEW MOLECULAR ENTITIES APPROVED: 3 3
AS THE ENTITY 3 3
AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY 0 0
(I) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e., AVAILABLE
FROM MORE THAN ONE APPLICANT)
(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE I-5 OF THE LIST)
iv



APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '83 - NOVEMBER â€˜83
AGETANINGPHEN; OXICOOONE ï¬‚YDROCHLORIDE (PAGE 3-2) ANPICILLIN TRIHYDRATE; PROBENECID (PAGE 3-13)
TABLET; ORAL POWDER FOR RECONSTITUTION; ORAL
> DLT > /PERÂ¢dGEI4$/ ggLgg;LL;Â§;ggÂ§
> Ann > PERCOCET > Ann > AB BRISTOL LABS/Bâ€”H Eg 3.58M BAsE/BoT;1GN/BoT
> Ann > PRoBANPAGIN
> ADD > AB BIOCRAFT LABS EQ,8.SGM BAsE/BoT;1BN/BoT
1
T i'PHENTLPRdPANdLANINE'NfddddnidÃ©idÃ©fl
ATE/(PAGE 3-2)
'1
> DLT > ldddfdï¬‚iÃ©~Â¢ Ni'ï¬ï¬Ã©ï¬‚dÃ©
> DLT > '75 ERIE? E Iï¬iï¬Ã©' if
(ALL PRODUCTS - SEE SPECIAL NOTE B.)
A
ASPIRIN; BUTALBITAL (PAGE 3-15)
TABLET; ORAL
AXOTAL
ALBUMIN; IouINATEo, 1-131, SERUM (PAGE 3-4) AORIA LABORATORIES 650NG;50NGn
I! IIIIIEIQIB'IIIIIIB'IC'IIIIA â€˜A 's m '(HIIIIAN) 'IIII '1 â€˜131/
> IT > â€˜I I , I , I I I ,_' â€˜n , , ASPIRIN; BUTALBITAL; CAFFEINE (PAGE 3-15)
> LT > /HALLINÂ¢KPDDT/ /Â¢.7rÂ¢s(.uÂ¢1/n /
TABLET; ORAL
ASPIRIN AND CAFFEINE w/ BUTALBITAL
ANINOPHYLLING (PAGE 3-8) PUREPAc/KALIPHARNA 325NG;50MG;40NGU
' .d MIMI! I'l
lSDLUTION; Ã©RAL > OLT > /AÂ§PIRINÂ§'BUTALBITALÂ§'dAPPEtNE;'PHtNAdETIN/(PAGE 3-15)
AMINOPHYLLINE
A; ROXANE LABORATORIES IOSMGISMLI (ALL PRODUCTS - SEE SPECIAL NOTE B.)
TABLET; ORAL
AMINOPHYLLINE ASPIRIN; CAPEEINE; oIHYoRocooE1NE BITARTRATE (PAGE 3-15)
BO BARR LABORATORIES IooMGu
BD ZOONEN CAPSULE; ORAL
Ag VANGARD LABS-MN" IONS SYNALGOS-DC
_g 200MB! IVES LABS-AMHO 356.4MG;30MG;16H6I
lANPHEfANINE'suLPAfE/(PAGE 3-13) > OLT > ldÃ©PIRIN;â€˜dAPPEINE;â€˜PHENABETIN;'PddidxfPï¬‚Ã©ï¬Ã©â€˜NYdRddHLdRIdE/
(PAGE 3-15)
APSIJL'PJ.'sidï¬‚lâ€˜Ã©ï¬iiili.'RIIIHSH'IIIIAI-
/Â¢/$Â£NZÂ£ï¬‚Ã©iNÂ£/ (ALL PROOUCTS - SEE SPECIAL NOTE B.)
/$K-FQ ABPPAIPPiES/ /15HÂ¢/
/JAG;Â£JJFÂ¢PA;/ ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)
lBï¬NZÃ©PRiNi/ ,
NRA)â€ .̃ .l-ABDRAZIDRHS/ LSIW CAPSULE; ORAL
/Idï¬‚Â¢/ DARVON COMPOUND-65
AA ELI LILLY INDSTRS-PR 389NG;32.PNG; 5MB
PROPOXYPHENE COMPOUND 65
Ag LENNON sasuo;sz.aue;ssueu
W
SK&F LABORATORIES 589MGÂ§Â§Z.Â¢MG$65MGI
II;



IPHPFIKPHPTXPHPPZXPH;
IFPFIPPii/
uisto'2tâ€˜o 6: Nois-MAe/sevi aovAvs EV
iiiivlae __
niÃ©va zt'o 63 Noio-xxe/uaaovuavnd g!
uÂ§Â§â‚¬iâ€˜7i*6'6Â§ NOTS-XAQ/VHBSOOi 3 av
31V831VA SNOSVHLSNVLSG
TVOIDOL iHVBHO
(IZ-2 HSVD) HLVH3TVA HNOSVHIBNVIBQ
lPHPil/Sï¬‚iifiï¬‚iï¬‚IAPï¬‚dfï¬liï¬‚/ Idï¬‚/
/Â§Â§/< 110
/YY/<â€œIid_< LYDPYPNP/
Two :Iaiev1
(
<'Inï¬_< (oz-2 aovd) iï¬iiifï¬IiNii
NPFPP$.JYAFPPY
Two
GIO
ZIï¬l
2|
2|
EIï¬I
G
2|
SHEI
ISHOOQ HHZIDD-SQVT UHZIDD
OIQOULOHDS
TVHO ilHTQVl
(QT-2 HSVD) HOIHOTHDOBOAH NITTIOIDNVOVQ
/Â¥3N#YÂ¢/HP?/ /$Np$fpY/Â¢PÂ¥OP$/N?/ < 110 <
j I ' / < <
(7w .I-aIII...) .112.
(GT-2 asva)/w;$;ï¬ï¬iÂ§/ <â€œ110'<
ITH-SHOT QHOOTTHM SHSOOHHOQ < O
NOIUOVUI ( DO
NOTHFNI $319V133FNI < GOV
D
(
A
<
A
A
(9I-2 39Vd) 31VTASHO NHIHOOVMLV ( DOV <
ISNSESNOOS TVOILOBOVHHVHD TTONX
NIHDOOIA
TVHO $1319V1
(9I-2 39Vd) H1va1avlxe HNOOOOOHOAH TNIHIDSV
ISHQIiSNOOZiSHSZE M-O/SNHVHd BOVTTVM
HNIHOOO /M ONï¬‚OdHOO VNOS
TVHO S1319V1
(9Iâ€”2 39Vd) HLVHdSOHd BNIQOOD fTOOOUdOSIHVO TNIdIdSV
ISHOOZSSHSZE M'O/SNHVHD BOVTTVM
ONï¬‚OdNOO VNOS
TVUO $1318Vl
(9T-E HSVD) TOOOUDOSIUVO fNIdIdSV
(93-2 39Vd) NFLIOOS TVIIQMVQVIHO
I1H/9HI600â€˜0SZSL'O
i1H/SNI600â€˜0225â€˜O
NMVHd DSOH VHLSV
~ ENIVOHOSNHS
1H/SHT600'OSZSL'O
1N/SHT600'OIZS'0
SNITUHIS-SQVT M0388
BNIUHdSNIdI [M 10â€œ HNIVOHVN
231QV103FNI
(EZ-E 39Vd) HLVHIHVLIQ BNIHHdHNIdB THOIHOTHQOUOAH BNIVOVAIDOB
31V31VH SNIHVMINZHDNOUB
TVHO SLBTQVL
(ZZ-2 HSVD) HIV3TVN 3NIHVdIN3HdNOUQ
I3SVQ ZIO 63 NOTS-XAQ/SQVT HSVVS
RBSVB ZIO 53
ISSUE IT'D 63
NOTS-NAB/NHHOVNHVHd
NOTS-MAQ/VHHSHO! 3
31V831VA ZNOSVHLENVLZO
ESVG ZT'O 63
IZSVO ZT'O 63 NOTS-XAQ/SQVT BSVAVS
I3SVQ ZI'O 63
I3SVH ZIO 53
NOTSâ€”NAQ/NUHOVHHVHd
NOTS-NAQ/Vdaï¬‚ï¬oi 3
31V331VA ENOSVHLSHVLSH
TVOIDOL $NOIIOT
(TB-2 HSVD) HIVHBTVA BNOSVHIBHVIBQ
UBQNBAON - 29'
LSflSflV / E HHQNON LNHNQTddOS HAIIVTHHflO / 1911 LOflOOBd SOHO



ISNOOS
ISNOSZ SHIHOIVHOQVT VHSTHHO
ZOIZVINLOUO1NO
TVHO 5LHTQVL
2| 2|
(S2-2 HSVD) HOIZVIHIOUOTHS
Am; PI
am (Wu 73%
10" HOIXODSZVIOMO1NO
TVHO IBTHSDVO
(22-2 HSVD) OIHOTHOOHOAH HOIXODHZVIOUOTHO
ISNOE HHOOH VT-NNVNï¬‚dOH
HSVHTHUQIT
TVHO SHSVHTHM OHTTOHLNOO 'HTOSDVO
(SE-E HSVD) HOIXODHZVIOBOTHO
KTVIA-HSVQ NSOT 03
l1VIA/35VO N92 63
I1VIA-35VH HST 63
1VIA/35VO N92 53
1VIA/35VQ NSI 53
2| 2|
OCVTS
M15535
â€œll-l
<4
AAAAAA
ATTIT IT3
NI1dEX
NOILOHFNI QETQVIOHFNI
(IE-E 39Vd) Nï¬‚IOOS NIHLOTVHDHO
ITVIA-3SVQ NOS'T 03
ITVIA-HSVQ SNOSL DH OXV19
DHOVNIZ
NOTHFNI 5318V133FNI
(O2-2 39Vd) NFLIOOS BNIXOHOUBO
I1VIA-HSV8 H92 DB
ITVIA-QSVQ NSI DH SHIHOIVHOQVT JSNS
XOZIJHD
NOILOBFNI $319V133PNI
(OE-E 39Vd) NOIOOS HNIXOZILiBO
OOODOO
<<<<<I<
AAAA
AA
ITNOOI/SNDLiTNOOI/SNOOS
21NO0I/9N09931NO0I/9N9L
Â£1NOOI/9N0251NOOT/9NSE DSOH NV-MVSON NV
HHNIVLNOO OILSVTd NI 3 31ATOSI
NOILOHFNI QBTQVIOHFNI
(LZ-2 HSVD) HLVHIIO NFLIOOS IJOIHOIHO NFLIOOS 531V133V NFLIOOS
IHOIHOTHQ Nï¬‚ISSVlOd TBOIUOTHO Nï¬‚ISBNSVN EHOIHOTHQ NDIOTVO
ITNOOI/9N062$1NO0I/9N09SITNOOT/9NST < GOV <
QTNOOT/NSS'ZITNOOI/SN9Z DSOH NV-MVSON NV < 00V <
UBNIVINOO OILSVTd NI XSâ€˜? HSOHIXHG IM QIATVIO < GOV <
TVHNOLIUBDVHINI 5NOILflTOS
(92-2 BSVD] BIVIOVT Nï¬IOOS iBOIHOTHO
NOIOOS FHOIBOTHO Nï¬‚ISHNSVN fHSOdLXQO FQOIMOTHO NflIOTVD
ITNOOI-NSII
QTNOOT/Nï¬‚b'651NOOI/9NOOZ
Â£1NO0I/NSOSSTNO0I/9NOIS
ITNOOI/N99'6
$1NO0I/N92'651NO0I/9N002
1NO0I/NSOSï¬TNOOI/9NOTS DSOH NV-HVSON NV
HHNIVINOO OILSVTd NI ZOS HSOHLXHO /M HLVHINHSNOJ HLATVIO
ITNOOI-NSII
iTNOOI/Nï¬b'biTNOOI/SNOOZ
$1NO0I/N90251NOOI/9NOI5
I1NO0I/N99'6
51NO0I/N92'631NO0I/9N002
iTNOOT/NQOESTNOOI/SNOIS DSOH NV-MVSON NV
HHNIVINOO OIISVTD NI ZOE HSOHIXHO /M HLVHINBONOO HLATVIO
TVHNOIIUHDVHINI INOILflTOS
(93-2 HSVDI HOIBOTHO NOIOOS THLVIHOV
NFLIOOS fHOIdOTHO NHISBNSVN THSOHIXHO F3OIHOTHO Nï¬‚IOTVO
ISNZFSNOOT VNOZXV/NONVSHO HQ
HNIVMSIM
SNZZSNOOI ZOONVS-SNHVHD ZOONVS HQ
IQSUVO
TVLOHU 3AHOIISOddï¬‚S
(SZ-2 HSVD) HIVHIUVI HNINVLOSHH $3N13diVO
(â€˜Q 310M 1VIOQdS 33$ - SIOï¬‚OOBd 11V)
(SH BQVdIINTIIFPYIIFW.)I'PPPPPWIFYP.IFNHHYP/ < 119 <
29- UHQNHAON - Â£9. ISOSOV / 2 UHQNï¬‚N 1N3n31ddfls HAIIVTONOO / 1511 lOï¬‚OOUd SOHO



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '83 - NOVEMBER '83 4
CHLORPHENIRAMINE MALEATE (PAGE 3-36)
TABLET; ORAL
CHLORPHENIRAMINE MALEATE
CHLORTHALIDONE (PAGE 3-38)
TABLET; ORAL
OHLORTHALIDONE
QQ PUREPAC-KALIPHARMA 50MB!
CHLORZOXAZONE (PAGE 3-39)
TABLET; ORAL
CHLORZOXAZONE
AA PAR PHARMACEUTICAL 250MB!
CORTICOTROPIN (PAGE 3-43)
II'IIEPITISIISRYTSURTâ€˜IESVPAPIN/
Â¢/ lï¬‚iiJâ€˜IL'iABS/AHHP/ /.4.(I.')JNI.1â€˜$/Ii '/
(Gm lÃ©IL'UNiJâ€˜S/HL/
CYANOCOBALAMIN (PAGE 3-44)
INJECTABLE; INJECTION
> Ann > DODEOAHIN
> Ann > _g MAURRY BIOLOGICAL Ins/"L!
8525525
/4g/ MS-D-MERCK /dliNd/NL/
SYTOBEX
lÃ©g/ PARKE DAVIS/N-L ldlindNL/
> ADD > CYCLOSPORINE (PAGE 3-46)
> ADD > INJECTABLE; INJECTION
> ADD > SANDIMMUNE
> ADD > SANDOZ PHARMS-SANDOZ SOMG/MLI
> SOLUTION; ORAL
) ADD > SANDIMMUNE
> SANDOZ PHARMS-SANDOZ IOOMG/MLI
CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-46)
TABLET; ORAL
CYPROHEPTADINE "CL
55 DURAMED PHARMS MG!
Iâ‚¬Jâ‚¬ IGIG
DESOXIMETASONE (PAGE 3-49)
OINTMENT; TOPICAL
TOPICORT
HOECHST-ROUSSEL 0.252!
DEXAMETHASONE (PAGE 3-49)
SOLUTION; ORAL
DEXAMETHASONE
ROXANE LABORATORIES 0.5MG/5ML!
DEXAMETHASONE INTENSOL
ROXANE LABORATORIES 0.5MG/0.5MLI
TABLET; ORAL
DECADRON
BP MS-D-MERCK 6M6
DEXAMETHASONE
BP PAR PHARMACEUTICAL 6M6!
BP ROXANE LABORATORIES 6M6!
IMGI
DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-50)
INJECTABLE; INJECTION
/HERÃ©dRdE'PHdÂ§PR4TE/
HEXADROL
A! ORGANON-AKZONA EQ 4MÂ§gPHOSPHATEIML
EQ ZOHG PHOSPHATE-ML
DEXTROSE; DOPAMINE HYDROCHLORIDE (PAGE 3-53)
INJECTABLE; INJECTION I
/ï¬Â¢PAHiNÂ£.HÂ¢L.IN.DÂ¢XTPÂ¢SÂ£.52/
DOPAHIHE HCL
ABBOTT LABORATORIES sou/IooNL;aoNG/100ML
son/IoouL;IeoNs/100NL
NGPANINE HOL IN PLASTIC CONTAINER
ABBOTT LABORATORIES sou/IGoNL;BoNG/IooNLu
5Â§N110CNL;160N61100NLU
SGM/100ML;320M6/100MLI
DEXTROSE; HEPARIN SODIUM (PAGE 3-53)
INJECTABLE; INJECTION
HEPARIN SODIUM 20,000 UNITS AND DEXTROSE 52 IN PLASTIC
CONTAINER
TRAVENOL LABS SGM/100ML345000 UNITS/IOOMLI



DRUG PRODUCT LIST / CUMULATIVE
DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM (PAGE 3-57)
INJECTABLE; INJECTION ' 0 '
ldiATRIidATE neglunine AND dIATRIidAfE ddidfl/
mam
DIETHYLPROPION HYDROCHLORIDE (PAGE 3-59)
TABLET; ORAL
DIETHYLPROPION "CL
55 cANALL
DIMENHYDRINATE (PAGE 3-60)
INJECTABLE; INJECTION
DIMENHYDRIN
ATE
lÃ©i/ ITNIL.HEBTEAIIQNISYS/lÃ©Ã©ï¬‚Ã©iï¬‚il
DIPHENHYDRAHINE HYDROCHLORIDE (PAGE 3-61)
CAPSULE; ORAL
SK-DIPHENHYDRAMINE
[55/ SK&F LABORATORIES /25MG/
ELIXIR; ORAL
BELIX
55 HALSEY ORUG 12.5HG/5HLI
/BRJUIPNENHYBRANINE
/45/ ,L , 5/ lIÃ©ZBNGIBNL/
DISULFIRAM (PAGE 3-63)
TABLET; ORAL
DISULFIRAM
CHELSEA LABORATORIES ZSOMGI
SOOMGI
BX
BX
DOXYCYCLINE HYCLATE (PAGE 3-64)
CAPSULE; ORAL
DOXYOYOLIHE HYOLATE
AB CHELSEA LABORATORIES EQ 50MB BASE
INJECTABLE; INJECTION
DOXYOYOLINE
A! ELKINS-SINN EQ 100MB BASE-VIALI
A! EQ 200MB BASE-VIALI
VIBRAMYOIN
A! PFIZER LABS-PFIZER EQ 200MB BASE-VIAL
SUPPLEMENT NUMBER 3 / AUGUST '83 - NOVEMBER '83 5
DROPERIDOL; FENTANYL CITRATE (PAGE 3-64)
INJECTABLE; INJECTION
INNOVAR
IJANSSENIPHANHAI
JANSSEN PHARMA
IZJSHG/Hiï¬‚blï¬Sï¬‚P/HL/
2.5MG/ML;EQ 0.05MG BASE-ML
EPINEPHRINE; LIDOCAINE HYDROCHLORIDE (PAGE 3-66)
INJECTABLE; INJECTION
LIoocAToN
Ag PHARMATON-SZ 0.01NG/NL;ggu
Ag o.ozNG/NL;ggu
ERGOLOID MESYLATES (PAGE 3-66)
CAPSULE; ORAL
lHYPERGiNi/
HYDERGINE LC
ERYTHROMYCIN (PAGE 3-67)
OINTMENT; OPHTHALMIC
ERYTHROMYCIN
E FOUGERA/BYK-GLDN
PHARMADERM/BYK-GLDN
ILOTYCIN
DISTA PRODS-LILLY
Ã©ï¬‚Â§Â£Â§ï¬‚u
Eï¬‚ï¬iï¬!"
IZHE
SMBIGM
15
ETOPOSIDE (PAGE 3-74)
INJECTABLE; INJECTION
VEPESID
BRISTOL LABS/B-M ZOMG-MLI
FENTANYL CITRATE (PAGE 3-75)
INJECTABLE; INJECTION
SUBLIMAZE
/JANSSÂ£LIPHAPHA/
JANSSEN PHARMA
lPJï¬SHÃ©/Hi/
EQ 0.05MG BASE-ML
FLUOXYMESTERONE (PAGE 3-77)
TABLET; ORAL
FLUOXYMESTERONE
BP COLMED LABORATORIES IOMGI
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '83 - NOVEMBER '83
HYDROCORTISONE (PAGE 3-90)
CREAM; TOPICAL
ELoEGoRT
[51/ ELDER PHARMA /dfÂ§2
HYDROCORTISONE
A! BAY LABORATORIES lg!
A! 2.52!
LIIEQIZITIIIPRâ€œ
L
my mggï¬xmwsmas/ May
51 HERAN PHARMACEUTICAL lg!
HYDROCORTISONE
MERICON INDUSTRIES 0.52
AT
/ZI/ /iÂ¢NNE/PAUÂ£SEN/ LKTZE/
OINTMENT; TOPICAL
HYDROCORTISONE
AI BAY LABORATORIES 13!
Â£1 gÃ©ggn
lSPggiggNiPRPPSJJPPHTHAAHA9/
/UPJ9HN/ lfljÃ©fi/
HYDROCORTISONE; NEOMYCIN SULFATE;
SOLUTION-DROPS; OTIC
HEO-OTDSOLâ€”MO
AI CARTER-GLOGAU LABS LG-EQ 3.5MÂ§ BASE-ML-102000 UNITS-ML!
HYDROCORTISONE ACETATE (PAGE 3-93)
CREAM; TOPICAL
HYDROCORTISONE ACETATE
I /12/
LOTION; TOPICAL
nRIcoRT
lÃ©i/ INGRAM PH
ARM 0.52
lAYdRddddfIÃ©dNEâ€˜AdÃ©fAfÃ©/
.i/ . ~ . I ldiÃ©i/
/$U$PÂ£NSIPN/PRPPSifdPHfHAiHIÂ¢jIÂ¢fIÂ¢l
Y 6 T
M1577
HYDROCORTISONE VALERATE (PAGE 3-95)
OINTMENT; TOPICAL
NESTCORT
NESTNOOD PHARMS 0.22!
POLYMYXIN B SULFATE (PAGE 3-92)
V
>
O
U
V
)
U
U
V
>
U
U
V
lb
b
HYQROFLUMETHIAZIDE; RESERPINE (PAGE 3-95)
TABLET; ORAL
HYDROFLUMETHIAZIDE AND RESERPINE
BP COLMED LABORATORIES 50MG;0.125MGI
HYDROXYZINE HYDROCHLORIDE (PAGE 3-96)
TABLET; ORAL
HYDROXYZINE HCL
Ag BARR LABORATORIES 10MB!
Ag DANBURY PHARMACAL 10MBâ€œ
Ag 25MB:
55 50MB!
HYDROXYZINE PAMOATE (PAGE 3-96)
CAPSULE; ORAL
HYDROXYZINE PAMOATE
VANGARD LABS/M&M EQ 25MB HOLI
EQ 50MB HOLI
IBUE
IMIPRAMINE HYDROCHLORIDE (PAGE 3-97)
TABLET; ORAL
lfiflfiprfiss/
/Pp//iÃ©gggggfll /Â¢5HÂ¢/
lÃ©Ã© 7ZFIRBPINS/ lÃ©Ã©ï¬Ã©
lZEI /____/
IHZEBAEEHE_UQL
5g PAR PHARMACEUTICAL lggg!
BB gÃ©ï¬ï¬"
@ 50MB):
ISOETHARINE HYDROCHLORIDE (PAGE 3-100)
SOLUTION; INHALATION
ISOETHARINE MOL
INTL MEDICATION SYS 0.1672
ROXANE LABORATORIES 0.1672!
TRAVENOL LABS 0.252!
â€IÂ§HÂ§
ISONIAZID (PAGE 3-101)
SYRUP; ORAL
> ISONIAZID
)
CAROLINA MED PRODS SOMGISMLI
RIMIFON
HOFFMANN-LA ROCHE 50MG-5ML
I;



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '83 - NOVEMBER '83
KANAMYCIN SULFATE (PAGE 3-102)
INJECTABLE; INJECTION
KANAMYOIN SULFATE
INTL MEDICATION SYS EQ 500MB BASEIZMLI
EQ 16M BASEIBMLU
KANTREX
"' -' (sea/2);â€˜
'7Bï¬‚33TdI.IAB$/B.n/ Zgggï¬g7ziÃ©
___ L
Eg 75MB BASEIZML
EQ SOOMB BASE-2NL
EQ 16M BASEML
BRISTOL LABS/B-M
|>|>|b@:; lbl)
Iâ€œ â€˜U- 'I"
LIDOCAINE HYDROCHLORIDE (PAGE 3-104)
INJECTABLE; INJECTION
LIIQGAIQN
A! PHARMATON-SZ gg!
METHYLTESTOSTERONE (PAGE 3-121)
TABLET; BUCCAL-SUBLINGUAL
METHYLTESTOSTERONE
liAMA/
/AP/ lfDNNA/PAUISAN/
METRONIDAZOLE (PAGE 3-122)
INJECTABLE; INJECTION
METRONIDAZOLE
5g ABBOTT LABORATORIES SOONG/1Nln
METRONIDAZOLE IN PLASTIC CONTAINER
Ag ABBOTT LABORATORIES SOOMGIIOOMLI
METRO I.v. IN PLASTIC CONTAINER
9; AM HOGAN-AM HOSP 500NG/100MLn
TABLET; ORAL
METRONIDAZOLE
Ag PAR PHARMACEUTICAL asomugha
5; 500MB:
NANDROLONE DECANOATE (PAGE 3-125)
INJECTABLE; INJECTION
NANDROLONE DECANOATE
Ag LEMMON IooNG/NL
SONS-ML
Ag LYPHO-MEO IOONG-NLN
ZOONG-NL!
g_ MAURRY BIOLOGICAL IooNG/NLu
V
>
U
VV
V
>
U
NITROGLYCERIN (PAGE 3-128)
INJECTABLE; INJECTION
BIIBQBAL
Q! G POHL-BOSKAMP EMS-ML!
lMG/MLI
TRIDIL
AM CRITICAL CARE-AHS 0.5MG/MLI
NYSTATIN (PAGE 3-129)
TABLET; VAGINAL
NYSTATIN
51 E FOUGERA/BYK-GLDN 1002000 UNITS!
AI PHARMADERM/BYK-GLDN 1002000 UNITS!
OXTRIPHYLLINE (PAGE 3-131)
TABLET; ENTERIC COATED; ORAL
OHOLEDYL
PARKE-DAVIS/N-L
ISIS
N
O
O
3
G,
OXTRIPHYLLINE
BOLAR PHARMACEUTICAL 100MB
G
N
O
O
3
(i7
OXYTETRACYCLINE HYDROCHLORIDE (PAGE 3-132)
CAPSULE; ORAL
lOXLdPAR
/Ã©Â§/ 7FKRREFUAVIS/AFL/
PENICILLIN V POTASSIUM (PAGE 3-135)
/EQ'Ã©$dHG'dAÂ§E/
PoNoER'EoR RECONSTITUTION; ORAL
ldfiÃ©ILLIN'VK
'IIEH
I
44 7JBH I i
533; 4! â€˜TC L/
an
1:1
.
mm
D.
I IA
IL
\-
l
1.
.
(11
~
PHENDIMETRAZINE TARTRATE (PAGE 3-138)
TABLET; ORAL
PHENDIMETRAZINE TARTRATE
AA FERNDALE LABS 35MB!



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '83 - NOVEMBER '83 9
PHENTERMINE HYOROCHLORIOE (PAGE 3-139) PROCAINAMIDE HYDROCHLORIDE (PAGE 3-149)
CAPSULE; ORAL CAPSULE; ORAL
ADIPEX-E PRoGAN
55 LEMMON 57.5MGI lÃ©gl PARKE-DAVIS/N-L lÃ©Ã©dNG
nAPEx-315Â§ A / /
55 EERNoALE LABS 37.5MGI
PHENTERMINE "CL
55 CAMALL 31.55Gn PROPOXYPHENE HYDROCHLORIDE (PAGE 3-153)
CAPSULE; ORAL
POTASSIUM cNLORIoE (PAGE 3-143) PROPOXYPHENE RCL
55 RICHLYN LABORATORIES 65MB
INJECTABLE; INJECTION
POTASSIUM CHLORIDE
lÃ©gl TRAVENOL LABS liNE INC PROPYLTHIOURACIL (PAGE 3-154)
B (I
/__/ / L TABLET; ORAL
PROPYLTHIOURACIL
IPII/ lï¬iiM'PH/â€˜RHS/ l$Â¢ï¬‚Â¢l
PREDNISOLONE (PAGE 3-145)
TABLET; ORAL PSEUDOEPHEDRINE HYDROCHLORIDEâ€˜ TRIPROLIDINE HYDRO HLORI E
/II)(/ PRRISRL'IIR/ 1544/ â€˜PAGE H55â€™
LL
/$.â€˜(RI-IP.;'. â€˜(WU
> And > SYRUP; ORAL
PREDNISOLONE ACETATE (PAGE 3-146) /PGEUdddINERAfÂ¢ï¬iÂ£$/ /$dï¬Ã©)gï¬"iâ€˜Ã©$ï¬d)gï¬'
..L . _______L; . L/
IIIJIIEIR'CIIIIIJEUION lÃ©Ã©/ lwï¬‚mï¬‚ï¬ï¬‚ï¬ï¬n 'HFÂ¢/5APRi='/__$Â¢UÂ¢/_5U '_'_1 15551347
(I , ..L. . L; . (-
lBP/ NERNIIAI'E'IEABS/ lÃ©SIWHI/ > AM) > TRIPOSED
> ADD > HALSEY DRUG 30MG/5ML;1.25MG/5MLI
PREDNISOLONE SODIUM PHOSPHATE (PAGE 3-147) TABLET; ORAL
lÃ©Ã©/ HMMMTMPHARMNA '/ /__6 (M15 '___/Ã© â€˜5%
SOLUTION-DROPS; OPHTHALMIC ,, ; .
/HYDELTRAÂ§DL TRIPROLIDINE AND PSEUDOEPHEDRINE
7552323556 lÃ©Q'dZÃ©i'PAdÃ©PHATE/ > AND > AA BOLAR PHARMACEUTICAL 6ONG;2.5MGn
METRETEK! >_QLI_>/ZZ/ LNESTFNAPA/ lZEEEiZZEUE/
l5i/ SCHERING EO 0.52 PHOSPHATE TRIPROLIDIHE HOL AND PSEUDOEPHEDRINE HOL
M CHELSEA LABORATORIES 60MG;2.5MGI
PREDNISONE (PAGE 3-147)
QUINIDINE SULFATE (PAGE 3-157)
TABLET; ORAL
PREDNISONE TABLET; ORAL
BX DURAMED PHARMS SMGN QUINIDINE SULFATE
BX IOMGI 5g VITARINE-NEST CHEM 300MB!
BX 20MB!
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T HE OPHYL L INE (PAGE 3-176)
SOL UT ION; ORAL
IE
BC
BC
T HIORIDAZ INE HYDROCHL ORIDE
> ADD > 55
> ADD > 99
55
Ag
> A00 > Â£0
> ADD > 50
> A00 > 59
> A00 > Ag
> A00 > 99
Ag
55
99
50
59
Ag
> A00 > Ag
> ADD > 50
> A00 > 50
> A00 > Ag
> A00 > 99
Ag
CONCE NT RAT E;
T HIORIDAZ INE HOL
CORD L ABORAT ORIE S
T HE OL AIR
RIKE R L ABS-3M
T HE OPHYL L INE
DRUG PRODUCT L IST /  CUMUL AT IVE SUPPL E ME NT NUMBE R 3 /  AUGUST '83 - NOVE MBE R '83 11
BOMGIISML
ROXANE L ABORAT ORIE S BONG-ISML!
T ABL E T,  CONT ROL L E D RE L E ASE; ORAL
T HE OCONT IN
PURDUE FRE DE RICK
I!Â§2:Q!B
Z OOMGI
KE Y PHARMACE UT ICAL S 200MG
NAT L PHARM MFG-BARRE
T ABL E T; ORAL
E Ã© IL ABZ L
SANDOZ PHARMS-SANDOZ
T HIORIDAZ INE HOL
BARR L ABORAT ORIE S
BOL AR PHARMACE UT ICAL
CORD L ABORAT ORIE S
DANBURY PHARMACAL
MYL AN PHARMA
Z E NIT H L ABORAT ORIE S
ORAL
(PAGE 3â€”178)
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N
In
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G,
HT-uv u
01: m
0::  a
2:20:  a
g g n n n a  n a  n n
00
T IMOL OL MAL E AT E (PAGE 3-179)
T ABL E T; ORAL
BL OCADRE N
MS-D-ME RCK
G
MG
T RIAMCINOL ONE ACE T ONIDE (PAGE 3-180)
CRE AM; T OPICAL
T RIAMOINOL ONE ACE T ONIDE
A! BAY L ABORAT ORIE S 0.02528
51 0.12!
51 0.52!
OINT ME NT; T OPICAL
T RIAMOINOL ONE ACE T ONIDE
A! BAY L ABORAT ORIE S 0.0252!
AI 0.12n
5; 0.52m
T RISUL FAPYRIMIDINE S (PAGE 3-185)
575322Â§323313RAL

IAE/ / igggggï¬‚7ï¬ï¬‚lÃ© ns/ /sÂ¢Â¢nÂ¢isnu/

/Ã© !/ -7BE E E HANYIARS/BÂ£Â¢Â¢HAH/Â§QÃ© ï¬‚Ã© lÂ§ï¬i/
/T RtÃ© dREid â€˜I I
lÃ© Ã© / 7RE IB:PRDVIRE NT. L ARSl/E QQQQZ E E L/
T ABL E T; ORAL
/ dddÃ© ffÃ©

AA ï¬ddï¬Ã© /
/"/  /+AiÂ§Â¢Â¢'Â§Â§Â§Ã© Â§''l  /
L AA/ .

. L  fï¬ï¬iï¬‚$llÃ© Ã© ï¬ï¬Ã© l
T ROPICAMIDE (PAGE 3-186)
SOL UT ION-DROPS; OPHT HAL MIC
E XQBZ E AL B
A; PHARMAFAIR 0.52:
AI 1;!
/fYBAHAfE/(PAGE 3â€”186)
/Â¢AP$DÂ£Â£Â§JÂ¢RAÂ£/
lT YBAIRAN/
I 25Â¢ Â¢/

/A HDE INS/ fisï¬gï¬l
VIT AMIN A PAL MIT AT E (PAGE 3-188)
CAPSUL E; ORAL
Qd'ViQYN'A/
_A/ l  r ,  OL SE N/ lÃ© g'Ã© diddd'dï¬‚ifÃ© 'ddÃ© Ã© l
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DESI PENDING LIST â€” OTHER THAN
â€˜EXEMPTI
(COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 3 / AUGUST '83 - NOVEMBER '83
CURRENT STATUS â€” INEFFECTIVE
.1â€˜ ' .-' 91$ .-"
â€œÃ©â€˜ï¬ï¬ï¬Ã©Ã©ï¬Ã©m.'Ã©ï¬ï¬fiâ€˜Ã©'Ã©Ã©Ã©iï¬‚ï¬‚tÃ©m/
'sr .' .c A
lÂ¢7Â§AAÂ§Â§AÂ§Â§AA1AÂ§wiggling 'W
.1â€˜ " /Â¢ .-' .Y
";;IA;AAAAAAAAÂ¢ wâ€œ
> ADD > METHANDROSTENOLONE PAR PHARMACEUTICAL
> DD > METHANDROSTENOLONE
)
TUSS-ORNADE SK&F LABORATORIES
CARAMIPHEN EDISYLATE; CHLORPHENIRAMINE MALEATE;
ISOPROPAMIDE IODIDE; PHENYLPROPANOLAMINE HYDROCHLORIDE
90.8. GOVERNMENT PRINTING OFFICE: 1983-42lâ€”9271205
13
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